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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-5 and 11-12 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Licha et al (US 6,319,488 B1). 

Regarding claims 1-3, Licha discloses an imaging agent comprising a serum 
albumin protein (colloids from protein such as albumins, collagen, gelatin, etc) 
covalently conjugated or admixed with one or more infrared or near-infrared fluorescent 
substances (col. 2, lines 20 - col. 3, line 4). 

Regarding claims 4 and 1 1 , Licha discloses wherein the imaging agent 
comprises a fluorescent substance having a structure of formula (I) or formula (II) or 
formula (III): 
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wherein, as valence and stability permit, x represents C(R)2, S, Se, O or NR5 (col. 5, 
lines 26-35); R represents H or lower alkyi, or two occurrences of R, taken together, 
from a ring together with the carbon atoms through which they are connected (See 
general formulas I, II or III - col. 3, lines 66-col. 5, line 25); Ri and R2 represent, 
independently, substituted or unsubstituted lower alkyI, lower alkenyl, cycloalkyi, 
cycloalkylalkyi, aryl, or aralkyi, e.g., optionally substituted by sulfate, phosphate, 
sulfonate, phosphonate, halogn, hydroxyl, amino, cyano, nitro, carboxylic acid, amide, 
etc., or a pharmaceutically acceptable salt thereof (col. 3, lines 65-col. 4, line 52); R3 
represents, independently for each occurrence, one or more substituents to the ring to 
which it is attached, such as a fused ring (e.g., a benzo ring) (See formulas I, II or III) 
(col. 4), sulfate, phosphate, sulfonate, phosphonate, halogen, lower alkyI, hydroxyl, 
amino, cyano, nitro, carboxylic acid, amide, etc., or a pharmaceutically accepted salt 
thereof (col. 3, lines 65-col. 4, line 52); R4(E^ or E^) represent H, halogen, or a 
substituted or unsubstituted either or thioether or phenol or thiophenol (col. 3, lines 65- 
col. 4, line 67); and R5 represents, independently for each occurrence, substituted or 
unsubstituted lower alkyI, cycloalkyi cycloalkylalkyi, aryl, or aralkyi, e.g., optionally 
substituted by sulfate, phosphate, sulfonate, phosphonate, halogen, hydroxyl amino, 
cyano, nitro, carboxylic acid, amide, etc., or a pharmaceutically acceptable salt thereof 
(col. 4, lines 65-66). 
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Regarding claims 5 and 12, Licha discloses a pharmaceutical preparation 
comprising an imaging agent of claim 1 or 2, and a pharmaceutically acceptable 
excipient (col. 5, lines 52-54). 
Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the Invention was made. 

4. Claims 6-10, 13-25 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Licha et al (US 6,319,488 B1). 

Regarding claims 6, 10, 13 and 16, Licha discloses wherein the imaging agent 
comprises a fluorescent substance selected from polymethine dyes. Thus, it would 
have been obvious for one having ordinary skill in the art at the time the invention was 
made to use dyes selected from indocyanine green, IRDye78, IRDyeSO, IRDye38, 
IRDye40, IRDye41, IRDyeZOO, IRDye800CW, Cy7, IR-786, DRAQ5N0, or an analog 
thereof, since it has been held to be within the general skill of a worker in the art to 
select a known material on the basis of its suitability for the intended use as a matter of 
obvious design choice. In re Leshin, 125 USPQ 416. 

Regarding claims 7, 14, Licha discloses wherein the serum albumin protein is a 
human serum albumin protein (col. 10, lines 1-3). 

Regarding claims 8-9 and 15, Licha discloses the imaging agent comprising a 
serum albumin protein (colloids from protein such as albumins, collagen, gelatin, etc) 
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covalently conjugated or admixed with one or more infrared or near-infrared fluorescent 
substances (col. 2, lines 20 - col. 3, line 4). Thus, it would have been obvious for one 
having ordinary skill in the art at the time the invention was made to use noncolloidal 
serum albumin protein, since it has been held to be within the general skill of a worker in 
the art to select a known material on the basis of its suitability for the intended use as a 
matter of obvious design choice. In re Leshin, 125 USPQ 416. 

Regarding claim 17, Licha discloses a method of imaging either the lymphatic or 
circulatory system of an animal or any portion thereof (col. 10, lines 1-3), comprising: 
introducing the imaging agents, as claimed supra, into the animal (i.e. nude mouse with 
an LS174T tumor) (col. 2, lines 14-16); exposing the animal or portions thereof to light; 
and detecting an emission wavelength of the imaging agent (col. 1, lines 36-43). 

Regarding claim 18, Licha discloses a method of imaging the lymphatic system 
of an animal or any portion thereof (col. 10, lines 1-3), comprising: introducing a 
fluorophore into the animal (i.e. nude mouse with an LS174T tumor) (col. 2, lines 14- 
16); exposing the animal or portions thereof to light; and detecting an emission 
wavelength of the imaging agent (col. 1, lines 36-43). 

Regarding claim 19, Licha discloses wherein the imaging agent comprises a 
fluorescent substance selected from polymethine dyes. Thus, it would have been 
obvious for one having ordinary skill in the art at the time the invention was made to use 
dyes selected from indocyanine green, IRDye78, IRDyeSO, IRDye38, IRDye40, 
IRDye41, IRDye700, IRDyeSOOCW, Cy7, IR-786, DRAQ5N0, or an analog thereof, 
since it has been held to be within the general skill of a worker in the art to select a 
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known material on the basis of its suitability for the intended use as a matter of obvious 
design choice. In re Leshin, 125 USPQ 416. 

Regarding claim 20, Licha discloses wherein the light comprises an excitation 
wavelength of the fluorescent substance (col. 2, lines 20-25). 

Regarding claim 21, Licha discloses wherein an emission wavelength Included 
generating an Image from light detected in the near-infrared or infrared wavelength 
region (col. 2, lines 20-25 and 30-34). 

Regarding claims 22-23 and 25, Licha discloses comprising a CCD camera 
generating color Images of surrounding areas of injection site (I.e. tumor tissue) and in 
near-Infrared or infrared wavelength regions (col. 6, lines 56-61). 

Regarding claim 24, Licha discloses wherein detecting an emission wavelength 
includes imaging a site of the animal that is exposed by surgery or another medical 
procedure (I.e. vivo contrast medium and target tissue combination) (col. 6, lines 63-67). 
Conclusion 

5. Any Inquiry concerning this communication or earlier communications from the 
examiner should be directed to Faye Boosalis whose telephone number is 571-272- 
2447. The examiner can normally be reached on Monday thru Friday from 7:30 AM to 
4:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dave Porta can be reached on 571-272-2444. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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6. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/David P. Porta/ 

Supervisory Patent Examiner, Art 
Unit 2884 

/FB/ 



